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WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
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eamed patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )^ Responsive to communication(s) filed on 30 September 2008 . 
2a )□ This action is FINAL. 2b)|3 This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
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4) ^ Clalm(s) 20. 22-24. 26. 27 and 30-43 is/are pending in the application. 

4a) Of the above claim(s) 35 is/are withdrawn from consideration. 

5) 0 Claim(s) is/are allowed. 

6) |EI Claim(s) 20. 22-24. 26-27. 30-34. 36-43 is/are rejected. 
/)□ Claim(s) is/are objected to. 

8) 0 Claim(s) are subject to restriction and/or election requirement. 

Application Papers 
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10)0 The drawing(s) filed on is/are: a)^ accepted or b)^ objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held In abeyance. See 37 CFR 1.85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
11 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 
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application from the International Bureau (PCT Rule 17.2(a)). 
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DETAILED ACTION 
Continued Examination Under 37 CFR 1.114 

1 . A request for continued examination under 37 CFR 1.114, including tine fee set 
forth in 37 CFR 1 .17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
9/30/2008 has been entered. 

Response to Arguments 

2. Applicant's arguments filed 9/30/2008 have been fully considered but they are 
not persuasive. Applicants amendment including a separate reinforcement does not 
overcome the previously cited prior art. Separating the current reinforcement from the 
frame would have been obvious to one of ordinary skill in the art at the time the 
invention was made for the purpose of providing variable suture pad options to a 
surgeon (for example, different sizes, shapes or densities). Alternatively, adding a 
reinforcement on top of the suture pad of Johnson would have further been obvious for 
the purpose of providing extra reinforcement. 

Allowable Subject Matter 

3. Claim 36 is objected to as being dependent upon a rejected base claim, but 
would be allowable if rewritten in independent form including all of the limitations of the 
base claim and any intervening claims. 
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Claim Rejections - 35 USC § 103 

4. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the phor art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary sl^ill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

5. Claims 20, 22-24, 26-27 and 30-34, 37-43 are rejected under 35 U.S.C. 1 03(a) 
as being unpatentable over Johnson (5,449,384) in view of Williamson IV et al 
(6,402,780). 

6. Johnson discloses a method for attaching a porcine heart valve prosthesis 
comprising inserting fasteners 708, 710, 712 (sutures) through the prosthesis and 
through an aortic wall 700 (fig. 17). The prosthesis comprises leaflets 724,726,728 with 
commissure supports 210,212,214 and reinforcements 220,222,218 positioned along an 
inner surface of at least one of the commisure supports. The reinforcements 
220,222,218 are unitary pledgets or suture pads, wrapped around the commisure 
supports. However, it would have been obvious to one of ordinary skill in the art at the 
time the invention was made to have provided separate suture pads or additional suture 
pads along the inner surface as suggested by Johnson (col. 5 lines 50-53), the 
motivation being: providing a greater surface area to distribute the stresses of the 
attachment to the native annulus. Separating the current reinforcement from the frame 
would have been obvious to one of ordinary skill in the art at the time the invention was 
made for the purpose of providing variable suture pad options to a surgeon (for 
example, different sizes, shapes or densities). Alternatively, adding a reinforcement (an 
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extra pledget) on top of the suture pad of Johnson would have further been obvious for 
the purpose of providing extra reinforcement and support. 

7. The reinforcements include an aperture (Fig. 3).The fastener is inserted through 
the aperture and into the aortic wall (See fig. 17). It would have been obvious to employ 
the suturing method including pledgets as disclosed by Johnson with a stentless 
prosthetic valve (for example Quintero, 5,197,979), since such modification would have 
been a combination of prior art elements yielding predictable results. 

8. However Johnson fails to show fastener having a head and barbed tip. 
Williamson IV et al teaches the use of a fastener having a head and sharp barbed tip 
(e.g. Fig. 65). It would have been obvious to one having ordinary skill in the art at the 
time the invention was made to combine the teaching of a fastener having a head and 
tip, as taught by Williamson IV et al, to a method as per Johnson, the fasteners of 
Williamson IV et al being capable of connecting vascular tissues or implants to tissues 
(see abstract) in situations where the use of sutures would be more difficult (col. 2, lines 
5-1 8). See Williamson IV for various fastener types. 

9. With respect to claim 34, the reinforcement of Johnson includes pledgets or 
suture pads along the outer surface of the prosthesis (see fig. 16-17). The fasteners are 
inserted along a curvilinear path (at the three commisure locations) 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to SUBA GANESAN whose telephone number is (571)272- 
3243. The examiner can normally be reached on M-F 7-4. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, David Isabella can be reached on 571-272-4749. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

IS. G./ 

Examiner, Art Unit 3774 

/William H. Matthews/ 

Primary Examiner, Art Unit 3774 



